
Marc 1. Scheineson JUN 0 2 2008 
Alston & Bird 1 1 1 '  
The Atlantic Building 
9 5 0  F Street, KW 
Washington. DC 20004- 1404 

Re Adv~sory O p ~ n ~ o n  Dockcr No Kcqucst 1007A-0.132 

Dear Mr. Scheineson: 

'This lcttcr rcsponds to your letlers to the Food anti Drug Administration (FDA) datcd 
August 24, 1007 and Octoher 1 1, 2007 requesting an advisory opinion on: 1 ) whether all 
bovine thromhin products must contain tlie required hemostatic abnonnality warning 
language in a box, or the use of s~icha box is limited to only a particular class of products; 
2)  whetlier Vascular Solutio~is' bovine thrombi11 products must bear such "boxed" warning; 
and 3) \vhcther thc rcquircti placcmcnt of the \vaminp infbnnation, hoxed or unhoxcd. is 
lilnitetl to instructions for usdpackage inscrts. or whether tliis warning information must 
appear in all lahcl in~ and'or matcrials for all bovine thrornhin prornotion;~l~adve~tising 

products. 

A rcqllcst for an advisory op~nion niay bc ~Ic11ic~I t1111Ier 21 C.F.R. 10.85(i1)(2) ~vhcn. 
anlong othcr circuinstanccs. "the rcquest covers ;L partic~~larprotluct or ingredient or label 
and cloes no1 raise a policy issuc ol'broad ;~pplicab~lity." 'l'hc issues you address arc 
partic~~lar narurs ar~d do not r;risc a [)o\icy issuc of broad ~ j ) p l i ~ a b I l l t ~ .  111 

As ~ O L Iniay know. the agency pronl~~lgatcd IIpl-oposcd rule (57 F R  17314; Octobc~' 15. 1992) w 
;~mcnd21 ('1-R lO.S5 lmsed on concerns rel;~tc.cl to the I c g l  sufficiellcy of certi~in provisions 
contair~cd in t h ~ s  regulaticl~l.Specifically. 3 IO.85(c) s t m s  that an advisory opinion obligates the 
Agency to fbllow i t  until i t  is ilmended or revoked. and statcs tl~at the ('ornmissic~ncr rrlay not 
recon1rncnd lcg:~l action agzunst :L pcrson 01.product \villi rcspect to an  action taken in conli?m>iiy 
with an aJ\:isory opinion. llowevcr, as nott'(I in tlic ~ r o p ~ s c ~ l  tor111e. co~lrts llavc bccn ~cluctant 
li,llnu. 3 10.85 011 grounds that the agency ca1111ot he cstupped fioln cnlbrcinp tlic act (57 FK at 
I . '1 his pr-oposctl rulc has not bccr~ 1inali~r.d. 

Sincc the ~)~tbIicat~on o i  thc proposed rulc to ;~mcntl 2 10.85. Congress an~cndrcl the I.'cdcrul 
Food. Drug. ant1 Cosmstic Act (21 l i .S .C .  701(li)t to rsc1uir.c r D 4  to establish puidance 
doc~uiisntsm.itIi p ~ ~ h l i c  'Ihr agency's rcyulations in 21 CFR 10 115. iniplerncnti~~g participation. 
this statutory pro\,ision. prov~de 3 procsss by \vliich llle agency cjln set li!~lh its intcrprctat~on (11: 
01. policy on, ;I rcgul;ltory issuc tc> ;~pl)lic;lnts'spot~sors 10.1 15ib)( 1 ) ) .and tile public (21 ('I'R 

For tlie above rc;lsoris, n c arc deny~ny your rcclucst for ;m;tdvisol-y o l ~ i n ~ o n .  tlo\\-cvcr. b;~sccl on 
your rcclucst. FDA plans to consider thc l~ectl to provide clarity Ibr the label~ng 01' 



I~ovinc-tl1ro1nhi11-based
l~ernostatic products tt~ruugh gu~dance or another process the agency may 
clccni approp~iat:.. 

I f  you h u e  any ql~est~ous, pleasc conlact l'a~il Gadiock ofthe Ceutcr Sor Devices and 
K a d ~ o l q ~ c a l  Staff at (240) 276-2343Hcalrh Keg~~latlorls 

S~nccrclylours, 
t .. -


